
Welcome!
The webinar will begin at 2 p.m.
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Medical Test Site Waiver 
Regulatory Requirements

Aging and Long-Term Support Administration 

Residential Care Services

Washington State Department of Health

April 14, 2022 

April 18, 2022 



Introductions

Presenters- Washington State Department of Health:

Liz Parent, Health Systems Quality Assurance

Jennifer Valverde and Rebecca Sutherland, Public 
Health Outbreak Coordination, Informatics, and 
Surveillance 

Facilitator: Colleen Jensen, Residential Care Services
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LƴŦƻǊƳŀǘƛƻƴ !ōƻǳǘ ¢ƻŘŀȅΩǎ tǊŜǎŜƴǘŀǘƛƻƴ

ÅInformational webinar for long-term care providers 
and regulatory staff 

ÅNot intended for the media 

ÅLarge number of participants- attendees will be 
muted 

ÅPlease submit your comments/questions in the Chat 
Pane. At the end of each presentation we will respond 
to as many as time will allow
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LƴŦƻǊƳŀǘƛƻƴ !ōƻǳǘ ¢ƻŘŀȅΩǎ tǊŜǎŜƴǘŀǘƛƻƴ

ÅNo confidential information presented or discussed

ÅPresentation offered April 14 and April 18 (same 
content)

ÅApril 18 presentation will be recorded

ÅPresentation and all supporting resources will be 
posted on Provider Page of ALTSA website
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Presentation Agenda

Medical Test Site Requirements (2:05-2:50pm)
2:05 Explanation of MTSW
2:15 MTSW Application Instruction
2:30 Question and Answer

2:50-3:00pm BREAK

COVID-19 Reporting Requirements (3:00-3:30pm)
3:00 Reporting Methods
3:15 Question and Answer
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Presenters- Medical Test Site Requirements

Elizabeth (Liz) Parent

Medical Test Site Survey & Investigation Manager

Health Systems Quality Assurance
Washington State Department of Health
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Office of Health Systems Oversight
Laboratory Quality Assurance 
Medical Test Site Program

Waived Applications for Medical Test Sites 
in Washington State
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ÅWhat is a òTest Siteó

ÅWhat is a Medical Test Site Waived (MTSW) License?

ÅWhat are the Requirements?

Å How do I apply? - Application

Å After the Application is Submitted

Å Is Staff Training Required?

Å How to Contact Us

Agenda
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ÅIn Washington, a òtest siteó is a location where 
lab tests are performed by someone other than 

the person the test is on

Regulatory Definition : WAC 246-338-010(25)(a)

(25) "Medical test site" or "test site" means any facility or site, public or private, 
which analyzes materials derived from the human body for the purposes of health care, 
treatment, or screening. A medical test site does not mean:

(a) A facility or site, including a residence, where a test approved for home use by 
the Federal Food and Drug Administration is used by an individual to test himself or 
herself without direct supervision or guidance by another and where this test is not part 
of a commercial transaction;

What is a Test Site
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It is the license required to perform lab tests in 
Washington.

Å Medical Test Site laws and rules apply to sites in Washington 
instead of Federal CLIA (Clinical Laboratory Improvement 
Amendments), as Washington State is exempt from the Federal 
CLIA law. 

Å RCW 70.42 & WAC 246 -338 licensing laws and rules apply to all 
Medical Test Sites.

Your Medical Test Site License will include the CLIA 
number.

Å When you get your MTS license, a CLIA number will also be 
issued to you for billing purposes, to order tests from suppliers, 
and to report Positive Covid -19 results in SimpleReport . CMS 
(Centers for Medicare & Medicaid Services) also uses this 
number for tracking purposes.

What is a Medical Test Site License?



Washington State Department of Health | 12

It is the license for a site that uses òwaivedó tests.

Å What is waived testing?

ÅWaived tests are categorized as simple tests that have 
an insignificant risk of an erroneous result. 

ÅThe Food and Drug Administration (FDA) determines 
which tests meet the criteria to be considered a waived 
test. 

Regulatory Definition: WAC 246 -338-010 (45)(a)(b)
(45) "Waived test" means a test system that is:
(a) Cleared by the Food and Drug Administration for home use; or 
(b) A simple laboratory examination or procedure that has an    

insignificant risk of an erroneous result. 

What is the Medical Test Site Waived License? 
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o OTC tests are authorized by the FDA for self -
testing. 

o You collect your own sample, perform the test, 
and read the result yourself without the need to 
send a sample to a laboratory. 

o FDA authorized OTC tests are available without a 
prescription. Can be purchased online or at a 
store.

o OTC tests can also be used by licensed sites.

What is an Over -the -Counter (OTC) Test?
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You will need a license if:

Å Your site uses òWaivedó test kits not intended for home 
use, or 

Å Your staff use an òover-the -counteró test kit on a resident. 

Å With òover-the -counteró testing when your staff are directly involved 
in any part of the testing process including collecting the sample, 
helping a person understand how to run the test, helping the person 
complete the test, or helping them read the test result.

Å Your site is giving the test results to a medical provider to possibly 
use for treatment decisions. 

There is one exception:

Å When someone is helping a child, or an adult (who is unable to test 
themselves due to a physical disability) and is using an òover-the -counteró 
test. 

When is a License Required for Testing?



Washington State Department of Health | 15

When the site is not involved in testing 

Å When the resident is completing an over -the -counter 
test on themselves without assistance.

Å When an employee is given an òover-the -counteró  test 
to take and to perform on themselves.

Å When the site is not giving the test result to a medical 
provider to use for treatment decisions.

When is a License Not Required for Testing?
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Requirements:

1. The site only uses test kits approved by the FDA as òWaivedó 
or òover-the -counter.ó 

2. That the site follows the test kit Instructions For Use (IFUõs) 
exactly.

3. That the site reports positive reportable disease results to the 
State and/or Local Health Jurisdiction where the patient 
resides.

4. That the site follows Medical Test Site notification 
requirements, including updating new contact information 
or new test kits being used.

What are the Requirements for a 
Licensed Medical Test Site Waived?
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Å Ensure staff: 

Å Read and follow the testing package insert or 
manufacturerõs Instructions For Use (IFU) exactly.

Å Train staff according to the manufacturerõs test kit 
instructions for use.

Å If your site chooses to develop an internal policy for 
testing, we recommend including the instructions for 
use for the kit you are using.

Is Staff Training Required?
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LQA Website:   Quick Tip: Google òWA LQAó 

Å https://doh.wa.gov/licenses -permits -and -certificates/facilities -z/laboratory -
quality -assurance

Information on Reporting Positive Covid -19 Test Results:

Å https://doh.wa.gov/emergencies/covid -19/healthcare -providers/reporting -
test-results/reporting -covid -19-test-results-point -care -testing -facilities

Requirements to update changes on a license:

Å https://app.leg.wa.gov/WAC/default.aspx?cite=246 -338-026

Washington State Statute and Rules:

RCW 70.42

Å https://app.leg.wa.gov/RCW/default.aspx?cite=70.42

WAC 246 -338 

Å https://app.leg.wa.gov/wac/default.aspx?cite=246 -338

Links to LQA Webpage & Regulatory Information

https://doh.wa.gov/licenses-permits-and-certificates/facilities-z/laboratory-quality-assurance
https://doh.wa.gov/emergencies/covid-19/healthcare-providers/reporting-test-results/reporting-covid-19-test-results-point-care-testing-facilities
https://app.leg.wa.gov/WAC/default.aspx?cite=246-338-026
https://app.leg.wa.gov/RCW/default.aspx?cite=70.42
https://app.leg.wa.gov/wac/default.aspx?cite=246-338
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How Do I Apply for a Waived License?
Link to Webpage

https://doh.wa.gov/licenses-permits-and-certificates/facilities-z/laboratory-quality-assurance


Washington State Department of Health | 20

CLIA 116 Application vs WA MTS Application



ÅClick on and 
Complete the 
òCertificate of 
Waiver MTS/CLIA 
License 
Application (PDF) ó

ÅVerify your tests 
are authorized by 
the FDA.

ÅSubmit the hard 
copy with fee 
payment to the 
Olympia address 
on the application 
form.

Download and Complete the Waived Application 

https://doh.wa.gov/sites/default/files/legacy/Documents/Pubs/505038.pdf
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For FDA fully authorized tests use 
link on LQA Applications page:

Check the tests are FDA Approved 
as òwaivedó or òover-the -counteró for òhome useó

For Covid tests with 
FDA Emergency Use 
Authorization :

Covid -19 Antigen Tests

Covid -19 Molecular tests

To look up tests authorized by the FDA for home use, click 
on the link, scroll down to the table, enter the test name 
into search bar. 

¦ƴŘŜǊ ǘƘŜ ά!ǳǘƘƻǊƛȊŜŘ {ŜǘǘƛƴƎǎέ ŎƻƭǳƳƴ ǘƘŜ ǘŜǎǘ Ƴǳǎǘ ōŜ 
ŘŜǎƛƎƴŀǘŜŘ άIƻƳŜέ όƻǾŜǊ-ǘƘŜ ŎƻǳƴǘŜǊύ ƻǊ ǿƛǘƘ ŀ ά²έ ŦƻǊ 
άǿŀƛǾŜŘέ ǘƻ ōŜ ǳǎŜŘ ǳƴŘŜǊ ŀ aŜŘƛŎŀƭ ¢Ŝǎǘ {ƛǘŜ ²ŀƛǾŜŘ 
license. 

OR

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-antigen-diagnostic-tests-sars-cov-2
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2
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Application
Instructions - Listed on the first four pages of the application and in the 

following slides



Å "New" box                                          
Mark ònewó if this is the first time 
applying for an MTS license.

Å òCheck Oneó - type of business as 
listed on your business license 
(non - profit, corporation etc.)

Å òSection 1. Demographic 
Informationó - information listed on 
your site's business license.          
The owner information must match 
your business license.

Å Below the bold line òdoing 
business asó information 
This may be the same or different 
than above ðit may be what you 
are advertising your business as.

Å Phone Number and Email address 
MUSTbe provided in order for your 
application to be processed.

Please submit all seven pages 
of the application, even if some of the 

test kit pages are left blank.

Instructions & Tips



Section 2 
Mark the site type

You must mark your 
specific site type or if you 
are not sure, please write 
site type in the blank area 
under Other Practitioner 
(adult family home, 
supportive living, etc .)

Hours of Testing                 
Hours testing happens,      
this may differ from 
business hours. List 24/7 if 
testing is performed all 
hours of the day.

Instructions Continued - Page 2

Additional locations under license for Government or Not -for-Profit
If your site is Government or Not -for-Profit entity on your business license you 
may list different locations where testing takes place. Verification of not -for-
profit status is required, please submit with application. To list additional 
locations, submit a separate sheet of paper, including the full addresses, 
building names, & phone numbers of each location. 


